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Abstract: The empirical study of pharmaceutical regulation institutions has been marked by the 

confusion of safety-related policy interventions and efficacy-based policy interventions. As a result, it is 

difficult to infer policy implications about efficacy regulation from observed institutional changes that 

also target safety. In this paper we examine a unique quasi-experiment in the history of American 

therapeutics -- the Drug Efficacy Study Implementation (DESI) of 1968 to 1970, when the U.S. Food and 

Drug Administration (FDA) removed hundreds of widely used drugs -- all of them judged “safe” under 

the law prevailing from 1938 to 1962 -- from the American marketplace on the basis of efficacy 

judgments alone. We examine the cross- therapeutic distribution of these market removals, using them 

as predictors of two downstream variables of interest: (a) pharmaceutical “innovation” (measured by 

the number of new molecular entities produced in an area), and (b) therapeutic effects (measured by 

mortality aggregates in the therapeutic area). Preliminary results are reported for the mortality data, 

and suggest that the withdrawals were associated with differentially reduced mortality in the 15-20 

years following. In our simplest fixed-effects panel regressions, a doubling of DESI withdrawals is 

associated with a 15-24 percent reduction in mortality in the same therapeutic area 12 years later. We 

discuss potential threats to causal inference, but note that such findings would be inconsistent with 

libertarian theories of pharmaceutical regulation. Our essay also poses the possibility of highly concrete 

and tangible effects from standardization regimes, and highlights how these regimes are deeply 

connected to forms of gatekeeping and directive power of regulators. 
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